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DETAILED ACTION 

Information Disclosure Statement 

1. The information disclosure statement filed 2/27/09 complies with the provisions of 37 CFR 
1.97, 1.98 and MPEP § 609. It has been placed in the application file, and the information referred 
to therein has been considered by the examiner as to the merits. 

Claim Rejections - 35 USC § 112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shali conclude with one or more claims particularl) pointing out and distinctly claiming the subject 
matter which the applicant regards as his invention. 

3. Claims 35 and 87 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. A broad range or limitation together with a narrow range or limitation that falls within 
the broad range or limitation (in the same claim) is considered indefinite, since the resulting claim 
does not clearly set forth the metes and bounds of the patent protection desired. See MPEP § 
2173.05(c). Note the explanation given by the Board of Patent Appeals and Interferences in Ex 
parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as to where broad language is 
followed by "such as" and then narrow language. The Board stated that this can render a claim 
indefinite by raising a question or doubt as to whether the feature introduced by such language is (a) 
merely exemplary of the remainder of the claim, and therefore not required, or (b) a required feature 
of the claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 (Bd. App. 
1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 USPQ 481 (Bd. App. 
1949). In the present instance, claim 87 recites the broad recitation 10 — 2% by weight, and the 
claim also recites 10 - 6% by weight which is the narrower statement of the range/limitation. 
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Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 
102 of this title, if the differences between the subject matter sought to be patented and the prior an are such that t he- 
subject matter as a whole would have been ob\ ious at the time the in\ cm ion was made to a person having ordinary 
skill in the art to which said subject matter pertains. 1 'atent ahilit \ shall not he negatived In the manner in which the 

5. Claims 1,4-6, 13, 17 - 20, 22, 30, 32, 36 - 38, 45, 49 - 52, 54, 71, 73, 74, 76, 84 are rejected 
under 35 U.S.C. 103(a) as being unpatentable over Zhang et al. in view of Pepe et al. and in view of 
U.S. Patent No. 6,358,231 to Schindler et al. 

In regard to claims 1,4-6, 13, 17 - 20, 22, 30 - 32, 36 - 38, 45, 49 - 52, 54, 71, 73, 74, 76, , 
Zhang et al. disclose a plurality of applicators capable of containing different test substances (Col. 5, 
lines 20 - 25) each applicator comprising: a tube (40); a plug inside the tube (58); and at least one 
test substance (48) contained in an inside space of the tube defined at a first end by the plug, the 
plug being arranged, in use, to be expelled together with the test substance when said test substance 
leaves the inside space of the tube (Figure 3). Zhang et al. disclose a tube, wherein the inside space 
is defined at a second end (46), remote from the first, by a breakable portion (42). Zhang et al. 
disclose the applicator includes a retaining element for retaining the breakable portion on the 
aj^licator after it has been broken off (Figure 3, 42). Zhang et al. disclose the tube (40) being 
provided at one end with an applicator element (72), the applicator element being separated from 
the test substance prior to use, by the plug (Figure 2, 58). Zhang et al. disclose a kit, wherein the 
applicator element (72) is selected from the group consisting of a cotton bud (Column 5, line 62 — 
Column 6, lines 3), a foam bud, a felt tip, a flocked bud, and a tip made of ceramic or of sintered 
material. Zhang et al. disclose the tube is free of an applicator element (Figure 1). Zhang et al. 
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disclose the plug comprises a liquid, and wherein said liquid is selected from the group consisting of 
mineral oils, fluorine-containing substances, and silicones (Column 5, lines 44 - 47). Zhang et al. 
disclose at least three applicators having different test substances (Col. 5, lines 20 - 25). However, 
Zhang et al. fails to disclose the housing having at least three applicators, a first applicator including 
a first tube containing a first test substance comprising a compound at a first concentration, a 
second applicator including a second tube containing a second test substance comprising said 
compound at a second concentration, and a third applicator including a third tube containing a third 
test substance comprising said compound at a third concentration, wherein the at least one 
compound varies by a factor of at least two from one applicator to another. Pepe et al. disclose the 
use of three test substances comprising a stimulating agent for stimulating a peripheral nervous 
system including a compound at a first, second and third concentrations wherein the compound 
varies by a factor of at least two from one substance to another (See Abstract). It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to modify the kit 
disclosed by Zhang et al. to include at least three substances with at least one compound at 
concentrations varying by a factor of at least two from one to another as taught by Pepe et al. in 
order to perform an evaluation of topical tretinoin on skin micro-roughness. Zhang et al. in view of 
Pepe et al. fail disclose packaging in which the applicators are housed. Schindler et al. discloses a kit 
having a plurality of applicators housed in a housing, w herein the housing includes at least one 
compartment configured to receive a single applicator or a plurality of applicators (Figure 7). It 
would have been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the kit as disclosed by Zhang et al. in view of Pepe et al. to include a packaging having 
compartments as taught by Schindler et al. in order to keep the applicators sterile and from moving 
around during transport. 
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6. Claims 7, 8, 39, 40 and 77 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zhang et al. in view of Pepe et al. and U.S. Patent No. 6,358,231 to Schindler et al. as applied to 
above, and further in view of Zygmont (US Patent No. 6,488,646). 

In regard to claims 7, 39 and 77, Zhang et al. in view of Pepe et al. and Schindler et al. 
disclose a packaging for at least one applicator. However, Zhang et al. in view of Pepe et al. and 
Schindler et al. do not disclose at least one bag for packaging at least one applicator. Zygmont 
discloses one bag (2) for packaging at least one applicator (Figure 1). It would have been obvious to 
one having ordinary skill in the art at the time the invention in view of Zygmont to enclose a bag 
around an applicator with Zhang et al. in view of Pepe et al. in view of Schindler et al. in order to 
keep each applicator sterile. 

In regard to claims 8 and 40, Zhang et al. in view of Pepe et al. and Schindler et al. and 
further in view of Zygmont disclose the claimed invention except for a string of bags each 
containing at least one applicator. It would have been obvious to one having ordinary skill in the art 
at the time the invention was made to incorporate a string of bags for each of the applicators, since 
it has been held that mere duplication of the essential working parts of a device involves only 
routine skill in the art. St. Regis Paper Co. v. Bemis Co., 193 USPQ 8. 

7. Claims 9, 10, 41 and 42, are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zhang et al. in view of Pepe et al. and U.S. Patent No. 6,358,231 to Schindler et al. as applied above, 
and further in view of Barabino et al. (US Patent No. 4,740,194). 

In regard to claims 9, 10, 41 and 42, Zhang et al. in view of Pepe et al. and Schindler et al. 
disclose an applicator that is labeled (Column 2, lines 57-58). However, Zhang et al. in view of Pepe 
et al. and Schindler et al. do not disclose each applicator includes at least one mark corresponding to 
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at least one of a type of test substance inside the tube and a concentration of a compound contained 
in the test substance. However, Barabino et al. discloses each applicator includes at least one mark 
comprising one of an alphanumeric symbol and a color corresponding to at least one of a type of 
test substance inside the tube and a concentration of a compound contained in the test substance 
(Column 6, lines 6-8). It would have been obvious to one having ordinary skill in the art at the time 
the invention in view of Barabino et al. to include a marking on each applicator with Zhang et al. in 
view of Pepe et al. and Schindler et al. in order to differentiate applicators and their respective 
content. 

8. Claims 11, 12, 43 and 44 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zhang et al. in view of U.S. Patent No. 6,358,231 to Schindler et al. as applied above, and further in 
view of Tobin et al. (US Patent No. 3,792,699). 

In regard to claims 11, 12, 43 and 44, Zhang et al. in view of Pepe et al. and Schindler et al. 
fail to disclose the substance in each tube having a volume in a range from 0.01 ml to 5 ml or 0.05 
ml to 1 ml. Tobin et al, however, discloses a kit, wherein the tube has a volume in the range of 0.01 
ml to 5 ml or 0.05 ml to 1 ml (Column 3, lines 20-25). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made in view of Tobin et al. to modify the 
volume of the tubes as disclosed by Zhang et al. in view of Pepe et al. and Schindler et al. to be the 
range from 0.01 ml to 5 ml or 0.05 ml to 1 ml in order to sufficiently moisten the applicator region. 

9. Claims 1, 30, 32 - 35 and 84 - 87 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Zhang et al. in view of Barr et al. (US Patent No. 6,812,254) and further in view of U.S. Patent 
No. 6,358,231 to Schindler et al. 
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In regard to claims 1, 30, 32 - 35 and 84 - 87, Zhang et al. in view and Schindler et al. 
disclose a plurality of applicators containing different test substances (Col. 5, lines 20 - 25) each 
applicator comprising: a tube (40); a plug inside the tube (58); and at least one test substance (48) 
contained in an inside space of the tube defined at a first end by the plug, the plug being arranged, in 
use, to be expelled together with die test substance when said test substance leaves the inside space 
of the tube (Figure 3). Zhang et al. in view of Schindler disclose a kit capable of comprising 
pharmaceutical products (Abstract). Zhang et al. disclose at least three applicators having different 
test substances (Col. 5, lines 20 - 25). However, Zhang et al. fails to disclose the housing having at 
least three applicators, a first applicator including a first tube containing a first test substance 
comprising a compound at a first concentration, a second applicator including a second tube 
containing a second test substance comprising said compound at a second concentration, and a third 
applicator including a third tube containing a third test substance comprising said compound at a 
third concentration, wherein the at least one compound varies by a factor of at least two from one 
applicator to another. Barr et al. discloses a kit comprising at least three test substances with a 
substance capable of being at varying concentrations by at least two(Column 3, lines 44-65 & 
Column 7, line 40 - Column 8, line 38). The substances include a stimulating agent for stimulating a 
peripheral nervous system (Abstract & Column 4, lines 5-23).). The stimulating agent for 
stimulating the peripheral nervous system is selected from the group consisting of natural or 
synthetic capsaicinoids, homocapsaicin, homodihydrocapsaicin, nordihydrocapsaicin, 
dihydrocapsaicin; lactic acid, glycolic acid, ethanol at a concentration greater than 50%, mustard seed 
oil (Barr et al., Column 3, lines 14-18). A concentration of the stimulating agent for stimulating the 
peripheral nervous system lies in a range from 10-6% to 10-2% by weight (Barr et al., Column 3, 
lines 45-65). It would have been obvious to one having ordinary skill in the art at the time the 
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invention in view of Barr et al. to have different test substances with varying concentrations with 
Zhang et al. in view of Schindler et al. in order to administer varying levels of treatment for pains 
and discomforts (Column 1, lines 6-12). Zhang et al. in view of Barr et al. fail disclose packaging 
in which the applicators are housed. Schindler et al. discloses a kit having a plurality of applicators 
housed in a housing, wherein the housing includes at least one compartment configured to receive a 
single applicator or a plurality of applicators (Figure 7). It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the kit as disclosed by Zhang 
et al. in view of Barr et al. to include a packaging having compartments as taught by Schindler et al. 
in order to keep the applicators sterile and from moving around during transport. 

10. Claim 75 is rejected under 35 U.S.C. 103(a) as being unpatentable over Zhang et al. in view 
of Pepe et al. and U.S. Patent No. 6,358,231 to Schindler et al. as applied above, and further in view 
of Lewis and further in view of Ohsumi (US Patent No. 5,658,981). 

In regard to claim 75, Zhang et al. in view of Pepe et al. and Schindler et al. fail to disclose 
each tube further comprises a thermoreversible thickener inside the volume. Ohsumi, however, 
teaches the use of thermoreversible thickener (Abstract & Column 1, lines 43-52). It would have 
been obvious to one having ordinary skill in the art at the time the invention in view of Ohsumi to 
add thermoreversible thickener to the volume with Zhang et al. in view of Pepe et al. and Schindler 
et al. in order to control aqueous solutions, which thicken rapidly within a narrow temperature range 
(Column 1, lines 43-52). 

11. Claims 78 and 79 are rejected under 35 U.S.C. 103(a) as being unpatentable over Zhang et al. 
in view of Pepe et al. and U.S. Patent No. 6,358,231 to Schindler et al. as applied above, and further 
in view of Lewis (US Patent No. 5,947,986). 
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In regard to claims 78 and 79, Zhang et al. in view of Pepe et al. and Schindler et al. disclose 
a packaging, but fail to disclose the packaging having a stand; a body mounted on the stand and a 
closure cap coupled to the body of the portions of tubes extending outside the body. However, 
Lewis discloses a packaging including a stand (Lewis, 52); and a body (Lewis, 56) mounted on said 
stand. Each tube in the packaging (Lewis, 12) has a portion extending outside said body (Lewis, 56), 
and a closure cap (Lewis, 60) coupled to said body and over said portions. It would have been 
obvious to one having ordinary skill in the art at the time the invention was made to modify the 
packaging as disclosed by Zhang et al. in view of Pepe et al. and Schindler et al. to include a body, 
stand and cap as taught by Lewis in order to make the tubes more easily accessed by the user. 
Response to Arguments 

12. Applicant's arguments with respect to the claims have been considered but are moot in view 
of the new ground(s) of rejection. 

Conclusion 

13. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Appkcant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS 
from the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the 
mailing date of this final action and the advisory action is not mailed until after the end of the 
THREE-MONTH shortened statutory period, then the shortened statutory period will expire on 
the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be 
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calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to JONATHAN ML FOREMAN whose telephone number is (571)272-4724. 
The examiner can normally be reached on Monday - Friday 8:00 am - 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Max Hindenburg can be reached on (571)272-4726. The fax phone number for the organization 
where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 
assistance from a USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/J. M. F./ 

Examiner, Art Unit 3736 



/Max Hindenburg/ 

Supervisory Patent Examiner, Art Unit 3736 



